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of FDA-imposed New Chemical Entity
exclusivity periods, the earliest that any
company could file for regulatory
approval of a generic iron gluconate
product is February 2004. Similar
provisions protect iron sucrose, though
its exclusivity period expires in
November 2003. Entry into the market
for the manufacture and sale of NIIRTs
is further complicated by a lack of raw
material suppliers. Even if a new entrant
were to locate a raw material supplier,
both iron gluconate and iron sucrose are
difficult products that would take more
than two years to develop. Wyeth is the
best-positioned firm to successfully
develop a NIIRT product.

The proposed acquisition is likely to
have anticompetitive effects in the
market for the manufacture and sale of
NIIRTs in the United States because it
would eliminate potential competition
between Baxter and Wyeth. The
proposed acquisition would remove
Wyeth as the best-positioned
independent entrant into this market
and prevent all associated price
competition.

The proposed Consent Agreement
preserves future competition in the
market for the manufacture and sale of
NIIRTs by requiring Baxter to terminate
its co-marketing agreement with Watson
within weeks of the expiration of
FerrlicitO’s New Chemical Entity
exclusivity. This termination provides
an incentive for Baxter to continue
developing and ultimately launch the
iron gluconate product that it will
acquire from Wyeth.

Pursuant to the terms of the Order, the
Commission has appointed William E.
Hall as a Monitor Trustee to ensure
Baxter’s and Wyeth’s compliance with
all of the requirements of the Order. Mr.
Hall has over 30 years of experience in
the pharmaceutical industry and is well-
respected in the industry. In order to
ensure that the Commission remains
informed about the status of the
proposed divestitures and the transfers
of assets, the Consent Agreement
requires Baxter and Wyeth to file reports
with the Commission periodically until
the divestitures are accomplished.

The purpose of this analysis is to
facilitate public comment on the
proposed Consent Agreement, and it is
not intended to constitute an official
interpretation of the proposed Consent
Agreement or to modify its terms in any
way.

By direction of the Commission.

C. Landis Plummer,

Acting Secretary.

[FR Doc. 03—-309 Filed 1-7-03; 8:45 am)]
BILLING CODE 6750-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

[60Day—03-33]

Proposed Data Collections Submitted
for Public Comment and
Recommendations

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995 for
opportunity for public comment on
proposed data collection projects, the
Centers for Disease Control and
Prevention (CDC) will publish periodic
summaries of proposed projects. To
request more information on the
proposed projects or to obtain a copy of
the data collection plans and
instruments, call the CDC Reports
Clearance Officer on (404) 498-1210.

Comments are invited on: (a) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques
or other forms of information
technology. Send comments to Seleda
Perryman , CDC Assistant Reports
Clearance Officer, 1600 Clifton Road,
MS-D24, Atlanta, GA 30333. Written
comments should be received within 60
days of this notice.

Proposed Project: The Second Injury
Control and Risk Survey (ICARIS 2)
Phase 2—New—The National Center for
Injury Prevention and Control (NCIPC),
Centers for Disease Control and
Prevention (CDC)—This project will use
data from a telephone survey to measure
injury-related risk factors and guide
injury prevention and control priorities
including those identified as priorities
in Healthy People 2010 objectives for
the nation. Injuries are a major cause of
premature death and disability with
associated economic costs of over $150
billion dollars in lifetime costs for
persons injured each year. Healthy
People 2010 objectives and the recent
report from the Institute of Medicine,
Reducing the Burden of Injury, call for
reducing this toll. In addition to
national efforts, NCIPC funds injury
control prevention programs at the state
and local levels. These programs need
data both to establish their prevention

priorities and monitor their
performance. The use of outcome data
(e.g., fatal injuries) for measuring
program effectiveness is problematic
because cause-specific events are
relatively rare and because data on
critical risk factors (e.g., was a helmet
worn in a bike crash?; was a smoke
detector present at a fatal fire?) are often
missing. Because these risk factors are
early in the causal chain of injury, they
are what injury control programs target
to prevent injuries. Accordingly,
monitoring the level of injury risk
factors in a population can help
programs set priorities and evaluate
interventions.

The first Injury Control and Risk
Factor Survey (ICARIS), conducted in
1994, was a random digit dial telephone
survey that collected injury risk factor
and demographic data on 5,238 English-
and Spanish-speaking adults (greater
than or equal to 18 years old) in the
United States. Proxy data were collected
on 3,541 children <15 years old. More
than a dozen peer-reviewed scientific
reports have been published from the
ICARIS data on subjects including dog
bites, bicycle helmet use, residential
smoke detector usage and fire escape
practices, attitudes toward violence,
suicidal ideation and behavior, and
compliance with pediatric injury
prevention counseling.

ICARIS-2, a national telephone
survey about injury, which began in the
summer of 2000, has collected data on
more than 8,700 of the targeted 10,200
respondents to date. The first phase of
the survey was initiated as a means for
monitoring the injury risk factor status
of the nation at the start of the
millennium. The second phase of the
survey is needed to expand knowledge
in areas investigators could not fully
explore, previously. By using data
collected in ICARIS as a baseline, data
collected in ICARIS-2 Phase-2 will be
used along with data currently being
collected (ICARIS-2 Phase-1) to
measure changes and gauge the impact
of injury prevention policies. The
ICARIS-2 surveys may also serve as the
only readily available source of data to
measure several of the Healthy People
2010 injury prevention objectives. In
order to more fully monitor injury risk
factors and selected year Healthy People
2010 injury objectives, as well as
evaluate the effectiveness of injury
prevention programs, the second phase
(ICARIS—2 Phase-2) of the current
national telephone survey on injury risk
is being implemented. The only cost to
the respondents is the time involved to
complete the survey.
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Adult male and female (age +18 YEars) .......ccccceveiiieiiiiiiieniieee e 3,000 1 17/60 850

I ] - 1SR RRPSTSR 3,000 1 17/60 850

Dated: January 2, 2003.
Nancy E. Cheal,

Acting Associate Director for Policy, Planning
and Evaluation, Centers for Disease Control
and Prevention.

[FR Doc. 03—-326 Filed 1-7—-03; 8:45 am]

BILLING CODE 4163-18-P

DEPARTMENT OF THE INTERIOR
Office of the Secretary

Notice of Deadline for Submitting
Completed Applications To Begin
Participation in the Tribal Self-
Governance Program in Fiscal Year
2004 or Calendar Year 2004

AGENCY: Office of Self-Governance,
Interior.
ACTION: Notice of application deadline.

SUMMARY: In this notice, the Office of
Self-Governance (OSG) establishes a
March 3, 2003, deadline for tribes/
consortia to submit completed
applications to begin participation in
the tribal self-governance program in
fiscal year 2004 or calendar year 2004.
DATES: Completed application packages
must be received by the Director, Office
of Self-Governance by March 3, 2003.
ADDRESSES: Application packages for
inclusion in the applicant pool should
be sent to the Director, Office of Self-
Governance, U.S. Department of the
Interior, Mail Stop 2548, 1849 C Street
NW., Washington, DC 20240.

FOR FURTHER INFORMATION CONTACT: Dr.
Kenneth D. Reinfeld, U.S. Department of
the Interior, Office of Self-Governance,
Mail Stop 2548, 1849 C Street NW.,
Washington, DC 20240; Telephone 202—
208-5734.

SUPPLEMENTARY INFORMATION: Under the
Tribal Self-Governance Act of 1994
(Pub. L. 103—413), as amended by the
Fiscal Year 1997 Omnibus
Appropriations Bill (Pub. L. 104-208)
the Director, Office of Self-Governance
may select up to 50 additional
participating tribes/consortia per year
for the tribal self-governance program,
and negotiate and enter into a written
funding agreement with each
participating tribe. The Act mandates
that the Secretary submit copies of the
funding agreements at least 90 days
before the proposed effective date to the

appropriate committees of the Congress
and to each tribe that is served by the
Bureau of Indian Affairs (BIA) agency
that is serving the tribe that is a party

to the funding agreement. Initial
negotiations with a tribe/consortium
located in a region and/or agency which
has not previously been involved with
self-governance negotiations, will take
approximately two months from start to
finish. Agreements for an October 1 to
September 30 funding year need to be
signed and submitted by July 1.
Agreements for a January 1 to December
31 funding year need to be signed and
submitted by October 1.

Purpose of Notice

25 CFR parts 1000.10 to 1000.31 will
be used to govern the application and
selection process for tribes/consortia to
begin their participation in the tribal
self-governance program in fiscal year
2004 and calendar year 2004.
Applicants should be guided by the
requirements in these subparts in
preparing their applications. Copies of
these subparts may be obtained from the
information contact person identified in
this notice.

Tribes/consortia wishing to be
considered for participation in the tribal
self-governance program in fiscal year
2004 or calendar year 2004 must
respond to this notice, except for those
which are (1) currently involved in
negotiations with the Department; (2)
one of the 81 tribal entities with signed
agreements; or (3) one of the tribal
entities already included in the
applicant pool as of the date of this
notice.

Dated: December 19, 2002.
Neal A. McCaleb,
Assistant Secretary—Indian Affairs.
[FR Doc. 03—-342 Filed 1-7—-03; 8:45 am|]
BILLING CODE 4310-W8-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

Notice of Availability of a Draft
Environmental Assessment of the
Addition of Blue-Fronted Amazon
Parrots (Amazona aestiva) From a
Sustainable Use Management Plan in
Argentina to the Approved List of Non-
Captive-Bred Birds Under the Wild Bird
Conservation Act of 1992

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of availability of a draft
Environmental Assessment.

SUMMARY: The public is invited to
comment on the draft Environmental
Assessment of the addition of blue-
fronted amazon parrots (Amazona
aestiva) from a sustainable use
management plan in Argentina to the
approved list of non-captive-bred birds
under the Wild Bird Conservation Act of
1992 (WBCA). We have prepared a draft
Environmental Assessment under
regulations implementing the National
Environmental Policy Act of 1969
(NEPA). Council on Environmental
Quality regulations in 40 CFR 1501.3(b)
state that an agency ‘“may prepare an
environmental assessment on any action
at any time in order to assist agency
planning and decision making.” Future
regulations implementing the WBCA
may be subject to NEPA documentation
requirements on a case-by-case basis.
DATES: Written data, comments, or
requests for a copy of this draft
Environmental Assessment must be
received by February 7, 2003.
ADDRESSES: Written data, comments, or
requests for a copy of this draft
Environmental Assessment should be
sent to the Chief, U.S. Fish and Wildlife
Service, Division of Management
Authority, 4401 North Fairfax Drive,
Room 700, Arlington, Virginia 22203.
FOR FURTHER INFORMATION CONTACT:
Andrea Gaski, Chief, Branch of
Operations, Division of Management
Authority, at 703—-358-2095.
SUPPLEMENTARY INFORMATION:

Background

The WBCA, which was signed into
law on October 23, 1992, limits or
prohibits imports of exotic bird species
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